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DETAILED ACTION 



Claim 8 has been cancelled. Claims 15-36 have been withdrawn. Claims 1-7 and 
9-14 are under examination. 
Withdrawn rejections: 

Applicant's amendments and arguments filed 4/23/08 are acknowledged and 
have been fully considered. Any rejection and/or objection not specifically addressed 
below is herein withdrawn. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 102 of this 
title, if the differences between the subject matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention was made. 



The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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Claims 1-7 and 9-14 remain/are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Tanida et al. (US 6,214,378) in view of with respect to claims 9-1 1 
Adesunloye et al. (US 5,874,106). 



Applicant claims a medicinal oral preparation for colon delivery. 



Determination of the scope and content of the prior art 



(MPEP 2141.01) 



Tanida et al. teach in the abstract (examiner added emphasis): 

This, invention offgr- y^^ is 

colitis, constipation and diarrhea and for sysressfc dise&scf 
suchasosie p >r, ^ and xhich does not undergs ,^c t c 
a? all i" 1 *>! s d e in so all * -t ne "l fi stl sis r it 

d sii f.cgi s upon rrivmg i L e & i l ai d, a e; ne 

time, quickly release tUc drLa'.i..-v.'^i*cereh the capsule 
base therefor r* h.ydroxypr ipylmcs v eilul «se >*HPin ; . 
poiyethykneglycol -compounded fiPMC, geiarfs or agar 
&ad, on the surface of said capsule base in which powder or 
liquid contaiu ng a «: fa^rmacoicacalh' active subsian.ee is 

layer cc.:s si ^ t , . 1 iLi1 ^ 3 - °' t£T 'a\c; 

-fisting or n 'tiu >. p i* romec 



Tanida et al. teach in claims 1-4, 7 and 8 (examiner added emphasis): 



Application/Control Number: 10/550,586 
Art Unit: 1616 



Page 4 



1, A ctpsule comprising. & base layer consisting of 
bydroxypropylmeihylcellulose, a mixture of polyethylene 
a 1 i. v ith drc ipjv! ii; ice lnu^ gek in or 

the outside surface of sai<J base layer being successively 
coated with an inner layer consisting of a ^ iiu- c 
copolymer, and an -".a- c r consisting of an ai^. no 
copolymer. "SSSSS; 

2, The caps* e ace ding to < la - 1, wherein the cationk 
copolymer is a copolymer of me thyl raethacrykte with butyl 
~c h&sn, at« -id i^meth^Lminoethv.l..tneth£crvkte o r goly- 
\ nykec'tii dietiiykm.-u i^te 

3. The capsule according to claim L wherein the anionic 
l- ymer is st least * at ectec from a g ip consisting of 
- captiLy 5iei u " ri^m js: - ^ h- . nJ v. ti rctjrJ mitiwn Ll; 

ethyicslklose acg^tate s^congte^ carboxyrS^P^^^ : 
le&e aM" ill;?* 

4. The capsule according to say one of claims 1-3, 
wherein the cstbsic copolymer and the anionic copolymer 
is each in an amount of about 5 mg to about 200 mg, 

7, AcspsLL p 'epari i srsc mprssing the capsule according 
to any one of claims. 1-3, aad a pharmacologically active 
substance encapsulated in the papule . 

8, The capsule preparation TTTtTtlg to ckim 7, wherein 
me pharmacologic ally active substance is at kast one 
selected from a group consisting of polypeptides, snti- 
isSamms-tory agents, and- tumor agents, antibiotics, chemo- 
:herap2-Jtic agents, remedies for ulcerative colitis, remedies 
for irritable colon syndrome, steroidal preparations, 
vitamins, drugs for constipation, anti-sense drugs and immu- 
nosuppressants. 

It is the Examiner's position that, in the absence of evidence to the contrary, 
since the components taught in the art are the same as instantly claimed then it would 
have the same disintegration test time and swell and dissolve at the appropriate pH. 
The U.S. Patent Office is not equipped with analytical instruments to test prior art 
compositions for the infinite number of ways that a subsequent applicant may present 
previously unmeasured characteristics. When as here, the prior art appears to contain 



the exact same ingredients and applicant's own disclosure supports the suitability of the 
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prior art composition as the inventive composition component, the burden is properly 
shifted to applicant to show otherwise. 

In column 9, lines 35-40, Tanida et al. teach a core comprising: 



Tanida et al. teach that basic amino acids can be in the core (collumn 2, lines 1- 
26 and claim 12). 

Adesunloye et al. teach adding 1-5 wt % amino acids and 0.1 to 1 wt % 
carboxylic acids, such as citric acid, to capsule fill (Abstract; and claims 1-14). 

Ascertainment of the difference between the prior art and the claims 



1 . The difference between the instant application and Tanida et al. is that Tanida 
et al. do not expressly teach adding 5-20 wt% amino acids and 0.1 to 3 wt% organic 
acids as pH adjusters. This deficiency in Tanida et al. is cured by the teachings of 
Adesunloye et al. 



Pfssiiiis-aiisse 

Cfysiiilise selrcGsse 
3 tyvasj py::a ie 'FVf 



10,0 patts by weighi 
itsefe <■ |ii 
10.0 puss by we^i[ 
10.0 pars* by we^it 
1 .0 ps5T» by weight 



(MPEP 2141.02) 
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2. The difference between the instant application and Tanida et al. is that Tanida 
et al. do not expressly teach the core having a diameter of 5 to 8 mm and a thickness of 
3 to 6 mm. 

3. The difference between the instant application and Tanida et al. is that Tanida 
et al. do not expressly teach the weight of the inner layer relative to the core is 5 to 15 
wt% and the weight of the outer layer relative to the core is 5 to 15 wt%. 

Finding of prima facie obviousness 

Rational and Motivation (MPEP 2142-2143) 

1 . It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to add amino acids and carboxylic acids, as suggested by 
Adesunloye, and produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because 
Tanida et al. Suggest adding other components (column 3, lines 55-56) and suggest 
adjusting the pH (column 4, lines 10-13). Adesunloye et al. teach common ordinary 
amino acids and common ordinary carboxylic acids to add to capsule fill which would by 
their nature alter the pH. 

2 and 3. It would have been obvious to one of ordinary skill in the art at the time 
the claimed invention was made to make the core having a diameter of 5 to 8 mm and a 
thickness of 3 to 6 mm and the weight of the inner layer relative to the core is 5 to 1 5 



Application/Control Number: 10/550,586 Page 7 

Art Unit: 1616 

wt% and the weight of the outer layer relative to the core is 5 to 1 5 wt% and produce the 
instant invention. 

One of ordinary skill in the art would have been motivated to do this because it is 
merely optimization of the components taught by Tanida et al. The U.S. Patent Office is 
not equipped with analytical instruments to test prior art compositions for the infinite 
number of ways that a subsequent applicant may present previously unmeasured 
characteristics. When as here, the prior art appears to contain the exact same 
ingredients and applicant's own disclosure supports the suitability of the prior art 
composition as the inventive composition component, the burden is properly shifted to 
applicant to show otherwise. 

Summary: It appears that the instantly claimed medicinal preparation for colon 
delivery comprising cationic and anionic polymers is taught in the art. Addition of 
common ordinary amino acids and common ordinary carboxylic acids in capsule fill is 
also taught in the art. 

In light of the forgoing discussion, the Examiner concludes that the subject matter 
defined by the instant claims would have been obvious within the meaning of 35 USC 
103(a). 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 
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Response to arguments: 

Applicant asserts that : 

The combination of Tanida and Adesunloye, for example, fails explicitly to recognize that 
varying the specific weight ratios of individual the inner or outer layers with respect to the core 
(claims 5 and 6), varying the core weight percentage of a disintegrating agent (claim 1, previously 
claim 8), varying the core weight percentage of the amino and organic acids (claims 9-11), or 
varying the core diameter and thickness (claim 14) could result in a preparation, which "'in a 
disintegration test comprising vertical movement for 2 hours in a first solution of pH 1 .2, 
subsequent vertical movement for 2 hours in a second solution of pH 7.4, and final vertical 
movement in a third solution of pH 6.4, the average disintegration initiation time and the average 
disintegration completion time each fall within a period from 35 min to 130 min after starting the 
vertical movement in the third solution." 

The Examiner cannot agree. The art teaches the components that are instantly 
claimed for use in the same purpose. Applicant has not shown any unexpected results. 
A colonic delivery system is the expected result. The Examiner pointed out that Tanida 
does provide a teaching of using 10% crystalline cellulose which is a starch and would 
render obvious instant claim 8 (see rejection above). 

Applicant asserts that the Examiner has ignored the aforementioned limitations in 
the claims and: 

As such, none of the experimental procedures and technical complexities fay which the 
presently claimed invention was produced fall within the skill of one having skill in the ait. Thus, 

The Examiner cannot agree. First of all, disintegration tests of colonic delivery capsules 
and observation of amounts of drug released is routine in the art of delayed release 
capsules. Simply read the disclosure of Tanida et al. and look at figures 1-8. For 
example, in the Abstract, reproduced below for Applicant's benefit, Tanida clearly teach 
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that the capsule does not undergo any change in the stomach and in the small intestine 
but starts to disintegrate in the large intestine. How could Tanida et al. have this 
knowledge without testing the capsules? 

(57) ABSTRACT 

This invention offers capsules for oral preparation which is 
useful for colon diseases such as colon cancer, ulcerative 
colitis, constipation and diarrhea and for systemic diseases 
such as osteoporosis and which does not undergo any change 
at ail in stomach and in small intestine but firstly start to 
disintegrate upon arriving at large intestine and, at the same 
time, quickly release the drug therefrom wherein the capsule 
base therefor is hydroxypropylmelhyicelktlose (HPMC) or 
polyethyleneglyeol-compounded HPMC, gelatin or agar 
and, on the surface of said capsule base in which powder or 
liquid containing a pharmacologically active substance is 
encapsulated, a double-coated structure comprising an inner 
layer consisting of a catiooic copolymer and an outer layer 
consisting of anionic copolymer is formed. 

Applicant has not defined the instant claims over the prior art and no unexpected 
results have been presented. Applicant's arguments are not persuasive and the 
rejection is maintained. 

Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 



MONTHS from the mailing date of this action. In the event a first reply is filed within 
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TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ernst V. Arnold whose telephone number is 571-272- 
8509. The examiner can normally be reached on M-F (6:15 am-3:45 pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/EN 

Ernst Arnold 
Patent Examiner 
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Supervisory Patent Examiner, Art Unit 1616 



